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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE MONTH(S) OR THIRTY (30) DAYS, 
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DETAILED ACTION 
Status of the Claims 

1. Claims 1, 2, and 4 have been amended, and Claims 7-11 cancelled. Claims 1-6 are 
presented for examination. 

Previous Rejections 

2. Applicants' arguments, filed 3 December 2010, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They constitute the 
complete set presently being applied to the instant application. 

Claim Rejections - 35 USC § 112 First Paragraph 

The text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office action. 

3. Claims 1-3, 5, and 6 stand rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Applicants arguments have been fully considered and are deemed unpersuasive. As the 
examiner indicated in the previous office action, the scope of compounds claimed far exceeds the 
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scope of compounds applicants have demonstrated, by the examples provided, that they were in 
possession of as the skilled artisan would understand the disclosure as originally filed. To be 
sure, the breadth of claim scope to which applicants are entitled is not exclusively limited by the 
examples that applicants particularly and specifically describe. However, it is with these specific 
examples that the analysis begins. The skilled artisan would be well aware that the possession of 
chemical compounds bearing certain chemical moieties would reasonably convey to the skilled 
artisan that equivalent moieties were in the applicants possession as well. Alkyl chain homologs 
and certain heteroatom substitutions, for example, are well-known and commonly employed 
examples of bioisosteric equivalents well within the ability and cognizance of the skilled artisan. 
See, e.g., George Patani & Edmond LaVoie, Bioisosterism: A Rational Approach in Drug 
Design, 96 Chem. Rev. 3147 (1996) (describing the concept of bioisosterism and the substitution 
of halogens for hydrogen and methyl groups, the substitution of one heteroatom selected from 
the groups of O, N, and S, each for the other, are commonly employed by medicinal chemists in 
modifying lead compounds to alter pharmacokinetic and other pharmacological properties). This 
is of particular importance concerning the applicants claims directed to substituents on the 3(N)- 
and 4- positions on the benzimidazole ring. Applicants have only provided evidence that either 
lower alkoxy or halo substituents are present as an N substituent, which would convey to the 
skilled medicinal chemist the possession of lower alkyl, halo, lower alkoxy, lower thioxy, and 
lower amino substituents. In a similar manner, substituents on the 4- position of the 
benzimidazole ring (substituent R6) are limited to methoxy, thiomethyl, dimethylamino ethyl, 
and lower alkyl moieties. 
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Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office action. 

4. Claims 1-6 stand rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
6,855,714 ("Blume"), in view of George Patani & Edmond LaVoie, Bioisosterism: ARational 
Approach in Drug Design, 96 Chem. Rev. 3147 (1996) ("Patani"). 

Applicants arguments have been fully considered and are deemed unpersuasive. 
Applicants have argued that because the Compounds of Blume are disclosed as microglial 
activators, opposed to the parathyroid hormone release stimulators applicants have characterized 
the compounds of the instant invention, that the necessary second prong of the In re Wilder 
analysis, namely commonality of utility, is not present, and the compounds claimed cannot be 
rendered obvious as a result. Applicants rebuttal misconstrues the scope of the invention they 
have claimed and therefore misapplies the holding of In re Wilder, and cannot overcome the 
examiner's prima facie case of obviousness on the basis of the record at present. 

Applicants claims are directed to compounds having a phenyl-benzimidazole core. 
Applicants have characterized these compounds as possessing the ability to stimulate the release 
of parathyroid hormone. Applicants are indeed correct that the compounds disclosed by Blume 
are characterized as possessing the ability to inhibit microglial activation, but their argument that 
such distinction in characterized properties renders the application of In re Wilder inapplicable to 
the instant Claims is itself improper. Applicants claims, directed to the compounds rather than 
any particular application thereof, if granted would preclude any and all use of compounds 
falling within the four corners of the genus they have described. While it is true that the 
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applicants have indicated the desire to stimulate parathyroid hormone release motivated the 
inventors to arrive at the instantly claimed compounds, the examiner is not bound by the same 
rationale in arriving at a prima facie case of obviousness. See MPEP 2144 (indicating that 
employing a rationale different from that utilized by the applicants is permissible in formulating 
a prima facie case of obviousness). Here, Blume discloses a genus of phenyl-benzimidazole 
derivative compounds substantially similar to the instant compounds of Formula I, particularly 
compounds 32, 36, 4, 55, 58, 74, 84, and 86 described in Table 1. Each of these possesses an 
Rl, R2, R4, R5, and R7 substitution falling within the genus of compounds claimed. The only 
distinction between the compounds specifically listed above and the compounds claims can be 
found in positions R3 and R6 of the instant claims, where the compounds of Formula I carry, for 
example Halo substitutions and the compounds of Blume carry hydrogen substitutions. Looking 
to the disclosure of Patani, discussed in greater detail in the previous office action, medicinal 
chemists are well aware of the concept of bioisosterism and commonly employ the introduction 
of bioisosteric equivalent functional groups to alter the pharmacological properties of known 
compounds. It is within this context, modifying the known microglial inhibitors of Blume to 
form additional, structurally related and bioisosterically equivalent microglial inhibitors, that the 
holding of In re Wilder is applied. 

Applicants have claimed chemical compounds; whatever rationale the examiner applies, 
references which render those compounds obvious may properly form the basis of a prima facie 
case. Blume discloses related phenyl-benzimidazole compounds which are known to inhibit 
microglia. The skilled medicinal chemist looking to the disclosures of Blume and Patani would 
recognize that the bioisosteric substitution of fluorine for hydrogen in the Blume compounds 



Application/Control Number: 10/585,480 Page 6 

Art Unit: 1613 

would result in compounds also possessing microglial inhibitory activity with different 
pharmacological properties. Under the reasoning of In re Wilder, then, such a modification 
would be expected to result in compounds not only structurally similar but which possess a 
common utility; to properly rebut the examiner's prima facie case within this context, applicants 
must demonstrate that the Blume compounds modified in such a manner do not retain this 
microglial inhibitory activity. 

Unless and until applicants properly present evidence either rebutting the examiner's case 
or which demonstrates appropriate secondary indicia of nonobviousness, the above rejection 
shall stand. 

Conclusion 

No Claims stand allowable. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



Application/Control Number: 10/585,480 Page 7 

Art Unit: 1613 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean Basquill whose telephone number is (571) 270-5862. The 
examiner can normally be reached on Monday through Thursday, between 8AM and 6PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Kwon can be reached on (571) 272-0581. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Sean Basquill/ 
Examiner, Art Unit 1613 

/Jeffrey S. Lundgren/ 

Primary Examiner, Art Unit 1639 



